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SECTION 5 - 510(K) SUMMARY SEP 16 2011

AVIAFIT TMDEVICE

510(k) Number K______

Applicant's Name:

Company name: FlowMedic Ltd.
Address: 15 Alon Hatavor St.

Industrial Area Caesarea
Caesarea, 38900
ISRAEL

Tel.: +972 (4) 627-5559
Fax: +972 (4) 627-5560
E-mail: info@flowmiedic.comn

Contact Person:

Contact Name: Ahava Stein
Company: A. Stein - Regulatory Affairs Consulting
Address: 20 Hata'as St. (P.O.B. 124)

Kfar Saba 44425
ISRAEL

Tel.: +972 (9) 7670002
Fax.: +972 (9) 7668534
E-mail: asteinra@netvision.net.il

Date Prepared:

Date: June 12, 2011

Name of the device:

AviaFitT Device

Trade or proprietary name, if applicable:

AviaritTm Device

Common or usual name:

Compressible Limb Sleeve
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Establishment Registration No.:

3005003051

Classification Name:

Compressible Limb Sleeve (21 CFR 870.5800, Product Code JOW)

Classification:

FDA has classified Compressible Limb Sleeve devices as Class 11 devices (product code
JOW), which are reviewed by the Cardiovascular Devices Panel.

Predicate Device:

The AviaFitm Device is substantially equivalent to the originally cleared AviaFitm
Device (also manufactured by FlowMedic Ltd. and the subject of 510(k) document no.
K071744) and the DVTcare CA5 device (manufactured by Doctor's Orders Inc. and the
subject of 5lO(k) document no. K061 125).

Device Description:

The FlowMedic AviaFiPh is a battery operated portable device integrating a patented
mechanical intermittent compression technology to improve blood circulation in the lower
limbs and reduce the. risk of deep vein thrombosis, edema and leg discomfort during
limited mobility conditions; The device is comprised of an actuator and a strap and is
externally mounted on the calf.

The anatomical concave shaped control unit is connected to the leg strap and applied to the
calf. Using an innovative low power consumption mechanism, the system tugs and releases
the leg strap placed around the calf muscle, thus exerting intermittent cycles of external
pressure build-up on the tissue, and a subsequent release, thus aiding venous return. Strap
tug and release are controlled by a system of gears, springs, a motor and integrated
microprocessor contained in the plastic control unit.

The device mimics the muscle activi ty during walking by acting sequenti ally in cycles of
an active interval of exerting pressure on the muscle, thus augmenting blood flow,
followed by a loose state for a period of time, allowing blood flow to return to the limb.

Intended Use / Indication for Use:

The AviaFitm Device is intended for use to help prevent the onset of DVT in patients by
stimulating blood flow in the legs (simulating muscle contractions). Furthermore, the unit
can be used as an aid in the prophylaxis for DVT by persons traveling, or those expecting
to be stationary for long periods of time (> 4 hours). This device can also be used to aid in
the prevention of DVT, enhance blood circulation, diminish post-operative pain and
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swelling, reduce wound healing time, and aid in the treatment and healing of: stasis
dermatitis, venous stasis ulcers, arterial and diabetic leg ulcers, chronic venous
insufficiency, and reduction of edema in the lower limbs.

Comparison of Technological Characteristics with the predicate device:

The technological characteristics of the AviaFit TM device are similar to the technological
characteristics of the predicate devices including mechanism of action (e.g., compression
to simulate muscle contraction), pressure range of compression, compression time and
cycle time, treatment site, indicators, power requirements, etc.

Non-Clinical Performance Data and Performance Standards

The performance tests performed on the original, cleared and identical AviaFit TM device
verified that the operating characteristics and performance of the device are in accordance
with its specifications.

Clinical Performance Tests:

Not Applicable.

Conclusions Drawn from Non-Clinical and Clinical Tests:

The non-clinical tests demonstrated that the AviaFitm device meets its design and
performance specifications.

Substantial Equivalence:

The AviaFit Tm device has the same intended use as the DVTcare CA5 device. Furthermore,
the AviaFitT device has the same technological Icharacteristics, (i.e., same mechanism of
action, and similar design and specifications) as the originally cleared AviaFit'r device and
the DVTcare CA5 predicate device. The differences in the new device do not raise new issues
of safety or effectiveness. In conclusion, the modified AviaFitm device is substantially
equivalent to the. predicate devices and therefore, may be cleared for marketing in the United
States.
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DEPARTMENT OF HEALTH & HUMAN SERVICES iceltSeic

10903 Newt kltiipsiie A Ielltie

Sil'cu Spriia. Nil) (M' OK

FHOW Medic Lid.
c/o Ni s. AhlaVa Stelin o

lRegi-.lary tAliairs (onsUltiiuzl,
15 Ato n F-tavaor Street
Ilicttstritl Area Caesarea

ISRA~L.

Re: K I 1 1720)
Ax'i a li jI Dcevice
Ret-1u.I at lo N i abe r: 21 I R 870.5800

Regulatdion [NameI: Compre'Csible imb"' Sleeve

lRCgUalatr'Class : Class 11
p rod act Code: JOWN
Dated: Jutne 14 211

Received: LIt'ne2(1,2(11

Dear Mis. Stein:

We have reviewed vyour Section 5i (k) premarket notil'icati on or intent to mnarket the device

referenced above and have deterined the device is substantially equivalent (for the indications

for uise stated in the e netlosure) to legally ima rke ted pre dicat dc(ev ices imarke ted ciin in te rst a c

commericce pr ior to Max' 28 W976, the enactmuent date of the Medical Device Amendments, or to

devices that h ave' been rccl ssi fled in accordance w it h the p rov'is ions of the Fe dcrat Food in rg,

and Cosmetic Act (Act) tha do not require approval of a premnarket approval application (PMIA).

You in a ' there foic market the devi1ce, subIjeet ito the gene rat controls provisions of the Act. 'I'li

general IControls provisions of the Act include requirements for annual registration, listing of

devices, good manufacturing practice, labeling, and prohlbitons agaist misbrandhim and

adulteration. P'lease note: CDRI-t does not ex'atuate information related to contract liability

xvarraities. We emi d yon. however that device labeling mnust be truthful and not misleadingt.



Pa,,c 2 Nk. Ahava Stem

11' youl Cluvicc is ckissified (.See above) into either chiss 11 (Speciid Contiols) oi clws III (PNIA); it
May be SUbjCCI 10 Lt(ldiliolKil ColItIOIS. FXIS(111 11 IM1101 IC OLII 16011S LifiUCI[iIl %'Otll Cl :VICC Call he

Title 21 Paits SOO to 81 S. In itc1dition, FDA iii tv
found ill the CoCIL; of F'cdclill Rc('UIM10IIS: I

J)Ublish 11,11111CI 1111101111CCHILI)PS COIICCI[lillcl \'(III[ device ill the Fcclciai Registcl .

Please be advised that FDA's ISSUance ofa Substantial CCILIiV IICIICe dCtCLIIIiMtti0lI does [lot illCall
th it FDA ImS made a cleieimiml[1011 OIZIt VOLH (ICViCC COIIIj)IieS With OIIICI LCCILHIC111CII[S 01' [11C Act
01 MW FCCIeMl SI IIUICS iilld ICUIJIM101IS Mlniijii -,tcrcd hv othei Fccleial aocncie . YOU HILIS1

compIv with all the Act's rCCI Lill CIIICIILS bUt not limited to: registration aii(l kting '(21
CFR Pail 807): lithchin, (2 1 CFR Pait 8011); medical device lepoltill" (lepoitill" of mcclical

dcvice-iclated advci u cvcnis) (21 CF'R 803)); gO0(I HIMILILICtUH ill(' I)NICOCC 1CCILli[CHIellt as ul
foith ill [lie cluality sysicnis (QS) ieoulation (2 1 CFR Palt 820): illd il'appliuilble. the efuctiollic

ploduct mdi ttioll colitiol plovisions (Sections 51 t-542 of the Act); 2 1 CFR 1000- 1051).

11 VOLI (ICS11C SI)eCiliC ttCIViCC lot VOLIl' device Oil 01Jr labeling lecullatioll (21 CI-R Pall 801); pleilse
,J0 to ht t!):.'Avv %v. f(Ia.(,Ov/AboLLtFDA1Ce ntet s0ffices/CDRI-I/C DR 1-10f f iCCS.hIC[1) I t 809 lltlll Cot
the CCIAul fol' DeviCeS 111(1 Radiological Health's (CIDRITs) Office of'CompliLince. Also, pinse

II0tC the IC"Llk[tiOll Clltikd "Misbiandill" by refc1clice to piemmkct notilication" (21CFR Pait
807.97). Foi clueslimis reoitidill" file ICI)Oltill" OC ICIVCISC CVC[I[S LIMICI file MDR IC01.1kiliOll (21

CFR Pait 804 please go to
III tr2:8www. fda.''OvZMcd ical Devices/Sa lety/ReportaProblcni/dc 1 1111 IL Ill Ill 101 the CDRITs Oflicu
Of SUIVCHIMICC Mid Biomenics/Division of Postillaiket Suiveillance.

YOU FMiV Obt iill (AlICI OCIIeNd 1111011MIliOll Oil VOUI ICSPOI]SibilitiCS 1,11)(ICI the Act fiom the
Division 01 SIMill N'LLIM I tClLll CIS, 1111CHIMIOMIl Mid COIISLImei Assistance at its toll-flee [11.1111hel
(800) 618-204 1 oi ('0 1) 796-7 100 or at its Internet addiess
lilt p://w\v\v. I (ki.gov,1VI ed ic d Devices/RCSOLII'CCSI()I YOLIZIIICII]Stl'VL'(]C f ILI It. Iltill.

Sincelely youls,

L L'1_

/Bram D. Zuckerman, NI.D.
Direc[ol
Divisioil ofCarcliMISCUIM DCViCCS
Office of' Device Ev IIWIOOII
Centel foi Devices and

Radiolouical Health

FIICIOSLHC



SECTION 4 - INDICATIONS FOR USE STATEMENT

510(k) Number (if known): (1 7'
Device Name: AviaFiTM Device

Indications for use:

The AviaFitm Device is intended for use to help prevent the onset of DVT in patients
by stimulating blood flow in the legs (simulating muscle contractions). Furthermore,
the unit can be used as an aid in the prophylaxis for DVI by persons traveling, or those
expecting to be stationary for long periods of time (> 4 hours). This device can also be
used to aid in the prevention of DVT, enhance blood circulation, diminish post-
operative pain and swelling, reduce wound healing time, and aid in the treatment and
healing of: stasis dermatitis, venous stasis ulcers, arterial and diabetic leg ulcers,
chronic venous insufficiency, and reduction of edema in the lower limbs.

Prescription Use VOR Over-The-Counter Use___
(Per 21 C.F.R. 801 Subpart D) (Optional Format Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Coneurrenje of CDRH, Office of Device Evaluation (ODE).

(Division Sibn-Off)
Division of Cardiovascular Devices

5 10(k) Number4.L7L....
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